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WMA DECLARATION OF HELSINKI — ETHICAL PRINCIPLES FOR MEDICAL RESEARCH INVOLVING .3
. HUMAN SUBJECTS

CFR 45, PUBLIC WELFARE, PART 46, PROTECTION OF HUMAN, SUBJECTS, July 19, 2018
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Regulation 2017/745 of the European Parliament on Medical Devices

Regulation 2017/746 of the European Parliament on In Vitro Diagnostic Medical Devices
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MDCG 2020-5 Guidance on Clinical Evaluation - Equivalence
MDCG 2020-1 Guidance on clinical evaluation (MDR) / Performance evaluation (IVDR) of .10

medical device software

21 CFR 814 Premarket approval of medical devices .11
21 CFR 820 Quality system Regulation .12

The 510(k) Program: Evaluating Substantial Equivalence in Premarket Notifications [510(k)] = .13
FDA Guidance of July 28, 2014

De Novo Classification Process (Evaluation of Automatic Class Ill Designation) — FDA Guidance .14
of October 05, 2021
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